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~;,= T IASER LIGHT SHOW NOTIFICATION
LASER PRODUCTION NEWORK HFZ 312, ROOM 1352

L !,,

i’ - ,. DATE: 03/1 0/99
Application for New Variance

Mr. Manuel Karos
Food and Drug Administration
Center for Devicas and Radiological Health
1390 Pi=ard Drive, Rockville, MD 20857
Tel: (301 ) 5944645
Fax (301 ) 594-4672

Dear Mr. Karos,

Attached please find the original and 4 ~pies of an application for a new
variance for our customer, New Wave Entertainment. There @b was scheduled to
open in April but has now been pushed back until sometime in May. I did f= You, On
January 29, 1999, a notice stating that.

I will keep you informed as to when the club will open. Our hope is tha~ the
inspection -n happen when we are out there to install it so if needed we -n make any
corrections to guarantee their variance approval.

Any questions you may have regarding this matter, please feel free to contact
me.

Thank you.

~wVice resident

cc John Lamb, Arizona Radiation Regulato~ Agency
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IIsSTRUCTIONS

I New Wave Entertainment
Z AODRESSOF COWPANT 11.,,I,,#A-//I, c”i#IJLI 1(I {-(r CW.,.*.,+ u,. r.-ti A,_i.,f..-I ~wr... ,d,, ,l

4445 N. Buckboard Trail, Scottsdale, AZ 85251
s N4MEAN0 TITLE aFllE5PONSlBLE PWiS@I

—- -—

●. TELEPHONE NO If.. f,,,h .,...,, . ../. I 5 DATE OF SUWWSSION

t I6~-?828 ! 2/ti9
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7 PROOUCTDESCfUPTION ANDUSE
_———

a LIST NAhrEaNDfOR MOPELNuM9ERIS) FOP THE MSERLIC*TSHOWtS) APJbPROJEcToR(5}

F-”-”o PfiOOuCT FORwMICm aWaRIaNCE IS BEQuESTEP

( n~~R0JECTGRF6RALA5ERLIGHT5H0W

- a PFIOJECTOR5 DREINTENPEO FtX?SMLE..E.SE OR LOAN TO OTMER
\. uSER LIGHT 51wlw PRODUCERS

a PBOOLIC71S lhTENOED FOR uSE IN A

~ PWhETaRIUM OR OTHWJDOMEP RO@CTNJNSTRUCTUFiE

D TmW6t7

❑ HQTEuMOTELBnLLROOM ORtiEETINGROOW

❑ ST08EDISPuTS

❑ TRAP.SS.OW ORCDN.ENTIO.

~ ;l:~b~~n N,@lTCLU~

Q l& OR ARENa

~ DuTDOOFI ARENA .

~ MUSEUM

O OUfDOOR UNENC.OSEOdlEA

o oTriER(Nm(/.,

c, 9RoouCT IS INTENDEOTOeE USED

!$

ATONL7 O@EWW#JLOCATION

nTAvnRISTT 0FI,i_qLOCaTION5

O OThER,>,..,,,~

-—- ——
L PROOUCT IS INTENDEO TO REUSEOA~ ANT PNE LOCATION

5

MQFIGTHW.I ,60AFS

MORE T?!AN5SUTNCJTMORE TmAm 15DaTS

U LESS7HaNSOa7S

g TOUR IS INTENOEOTORUNFOfl

WQRCTH4N 6MONTM5

❑ I+MONIHS

~ LEsSTr’IANlmONTH

= NOT APPuC*5LE ,wTrr < r....,

‘ OlrrER(W-LI/1)

n PHOOUCTUTILIZESTnE FOLLOWIINC LS.S:R EFFECTS

= FRONT SCREEN PROJECTIC+.S

~ REdi ECREEn PROJ6Ct,0wS

❑ hOLOGFlsPIWC DISPL#?S

~ MIJLTWU REFLECTIONIDIFFRACTION EFFECTS

❑ AUOIENCE SCa~~,NC l,/..,,,,. /,"L-_,.,,,,,,, .. ..._ . . . . ... .....~.~r..{[~/~. ...)

K REFLECTIONS FPOMSTaTIONART MIRRORS OR MIRROR6OS.RFACE5

W*.. V.<rrunj

= Stationary I17RAOIAfION OF ROTATING MIRROR BALLS. ETC.

~ SCANNING lqR.uDIATIO?J OF ROTATIHG dIRROR 6ALLS. ETC.

@ FIBER OPTIC PROJECTI12N5

~ FoG SMOKE. OR OTHER SCAITERING EhwANCEI&NT EFFEcTs

O OT”ERIV..JO,. _-. –.

a LASER RADIATION LEVELS
.-

L#@ERMEOIUrA,d/ lb-.%, p.,,
I

WAVE LENG7rIS [rim) PfL91i Powt?R ,11.,,,,

I

ton mixed 488-632 3.> watts

I 1—

——
U lFAxTh4ER RAO\ATIO* IS PULSED OR SCANNED. GIVETME PVLSEWRATION ANOBATE ANPSCANNImC FREOUgNCT apOAMPLITUOE

Scanning Frequency O–35K, Scanning Amplitude O-45 degrees

ra R-on FORFWWESTINC .aRIAIUCE

x COMPUANCE ~TMTNELIMITSOFZl cFR 10<Oll[C, @ULDRE5TR,cT ThE,NTEND~ "sEQFT~E pRo~CT~EcAu5E coMp~,A~cE ~oULo~,M{TTHEOUTWf

/’ PQwER TO TnE ExTENT %AT THE P.ESIREO EFFEcTS WOULD NOT BE SUFFICIENTLY VISIBLE

d OThEROR AOOITIOPJAL ~PLS,F+_TIOR,%-..,,,

O17M FOA3147(3/8?j
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11, w NER IN wHlcU IT 1S PROPOsgD TO DEvIATE FROM THE REQuII?EMEN7S OF THE APPLICABLE STANDARo

d IT IS PROPOSED TO DEVIATE FROM THE PROVISIONS OF ZI CFR 1040 I l(c) IN THAT THE ACCESSIBLE EMISsIoN LEVEL WOULD EXCEED THE
AcCESSIBLE EMISSION LIMITS SPECIFIED IN 21 CFR 1040,11(c}

D IT IS PROPOSED TO DEvIATE FROM TtIE PROVISION OF 21 CFR 1040 11(c) AS FQUO*S:

I

12, J@ VANTAGES To SE DERIvED FROM Sucn PEWATION

~ LASER L!GHT%lOW~ AND DLSF%AYS AREACCEPTEDWP”UF MEDIA IN EN=~AINMENTANoTHE ARTs usEoFpQ~ER~EvELs IN
ExCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.1 IIC) IS NECESSARY TO ACttlEvE THE REQuIRED EFFECTS IN THESE MEDIA.

❑ OTHER OR ADDITIONAL ACWANTAGES (d=crine w axpbin)

T3. ExPLAIN THE ALTERNATE M@NS OF RADIATION PROTECTION TO BE PROVIDED. ICm=t 89 IIVW b- = appIr. In Item W “Rem-s.”’ IVSIIW *Y bOAcs

nor chacb.ad. ustng adclriorwl sheers as nw-ry. Sam ●’!, ouw means at Whaman promcmon TRat w?I be w@Ll

u
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F ALL IASER PRODUCTS, SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLf WITH 21 CFR 10@.10 AND THE CON!3-
TIONS OF TtIIS VARIANCE AND WILL BE REPORTED AS FIEOUIRED BY 21 CFR 1002.IO AND 10a212 USING THE REPORTING GuIDES PRO,
VIDED FOR SUCH PURPOSE THESE ACTIONS WILL SE ACCOMPLISHED PRIOR TO ANY IPJ7RODWTION INTO COMMERCE.

~
EFI%CTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO oTmt14EFFECTS WILL SE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE tlA5 BEEN OBTAINED AND TME REOUIREP RFpORTS OR SUPPLEMEN=, AS
APPLICABLE. HAVE BEEN SUE!MInEP.

J(
5CaNNlNG. PROJECTION, OR Reflection OF LASER AND COLLATERAL RADIATION ILIGHT SHOW RADIAT19NJ INTO AUDIENCE OR OTHER
ACCESSIBLE LJNCOIUTROUED AREAS WILL hoT BE PERIINITEP EXCEPT FOR DIFFuSE REFLECTIONS PRODUCED BY THE ATMOSPHERE,
ADDED A.TMOSPtIERIC SCATTERING MEOIA. AND TARGET SCREENS

F

LASER RADIATION LEvElJ3 IN ExCESS OF THE LIMITS OF CUSS I WILL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 M=ERS ABOVE
ANY SURFACE UPON WHICH PERsONS OTHER T14A?u0pERaT08S, PERFORMERS. OR EMPLOYEES ABE PERMITTEO TO STAND OR25
METERS 8ELOW OR IN tiTERAL Separation FROkI ANY PIACE WHERE SuCrI PERSONS ARE PERMITTED TO BE. OPERATORS,
PERFORMERS, AND EMPLOTEES WILL NW 8E REQuIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CU+SS 10R BE
ExPOSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR XWTUCI.

J1

ANY PRODUCT whlCli REuES ON SCANNING TO MEET ACCESS. ExPOSURE, OR PRODUCT CUSS LIMITS WILL INCORPORATE A SCANNING
SAFEGUARD .wSTEM WIIICII DIRECTLY SENSES SCANNER MOTION AND wtiICR WILL REACT FAST ENOUGH TO PRECLuDE Exc EEDING

TnE APPLICABLE LIMIT

Y

ALL LASER LIGIIT SHOWS SHAW @E UNDER THE OIRECT AND PERSONAL CONTROL OF TRAINED. COMPETENT oPERATOR(% THE
OPERATOR(SI WILC ,

(1) IMMEDI~TELY kRMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EvENT OF ANY UNSAFE CONDITION,

(2) BE LOCATED WHERE ALL SEAM PATHS CAN BE OIRECTL? OBSERYED AT ALL TIMES. AND

(3} BE AN EMPLOYEE OF TtIE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR TrIE TRAINING AND CONOUCT OF ThE oPERAToR.

R

THE MAXIMUM ~SER PROJECTOR OUTUT pQwER WILL NOT ExCEED TnE LEVEL REQuIRED TO OBTAIN THE INTENDED EFFECTS

THE PROJECTION SYSTEM [I.E., TtIE PROJEC~R aIVp ALL OTFIER COMPONENTS uSEp TO PROOUCE THE LIGHTING EFFECTSI WILL BE
SECURELY MOUNTED on IMMOBILIZED TO pREvENT UNINTENDED MOVEMENT OR MI!jAIJGNMENT. U-M LIMITERS WILL BE PROVl~EP

AS AN INHERENT PART OF TttE SYSTEM OESIGN TO PREvENT OVERFILLING OF SCREENS. BEAM $TOPS. TARGmS. ETC.

Y

LASER PROJECTORS VflLL NOT BE DELIvEREp To ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, L~SE, OR LOAN UNLE95 AND
UNTIL THE RECIPIENT DEMONSTRATES THAT THET HAVE A VARIANCE IN EFFECT AT THE TIME OF OELIVERY THAT PERh!TS THEM TO
PROpucE IASER LIGHT SnOWS INCORPORATING SUCH pROJECTOR.

f

IN @DITIoN TO THE REQuIREMENTS oF 21 CFR l~~lqnk THE MANUFACTURER OF LASER PROJECTORSJSYSTSMS WILL PROVIDE To

PARTIES WHO PuRCHASE, LEASE, OR BORROW TtiE EOUIPMENT, ADEQUATE uSERS INSTRUCTIONS FOR SAFE IIuSTALWTION AND
OPEFiATION ah~ VVPIICH EXpLAIN THE RESPONSIBILITY OF THE RCCIpIENT AS AN lNDEpENOEhT LIGHT SnOw MANuFACTURER TO
SUBMIT TtiE REQuIREp REpORTS AND APPLY FoR AND OBTAIN A VARIANCE FROM CDRM pRIQR TO INTRODUCTION INTO COMMERCE OF
ANT LW3ER LIGHT SHOWS.

THE REQuIREMENTS OF 21 CFR 1@2.30@x: I ANP ~) WILL BE AcCOMPLISHED THROUGH TnE uSE OF WRlll_EN pROCFOURES FOR SETUP,
ALIGNMENT, TESTING, ANP PERFORMANCE OF EACH SHOW THESE PROCEIXJRES WILL BE IN SUFFICIENT DETAIL TO ENSURE co~-
PLIANCE WITH 21 CFR 1040.10. THE CONDITIONS OF TnlS VARIANCE. AND THE CONTROL OF ACCESS TO RADIA710N AREAS IJSING THE
PROCEDURES DESCR@EU IN Tng ANSI z13&I STANDARO FOR THE SAFE USE QF @sERs {AMERICAN NATKMUAL sTANDARPS INSTITUTE.

1.00 EiROADWAT, NEW YORK. Nf l~IS) oR ANf o~ER EQUIVALENT usEp coNSENsUs sTANDARD ANp, WHERE APPLICABLE, STATE OR

LOCAL REOUIREMENW IJWSER RADIATION AR~S WFIICI-I CAN CONTAIN RADIATION LEVELS PBOVE THE LIMITS SPECIFIED IN 21 CFR

VMD.17{cI, WILL BE CLEARLT lDENTIFIEp ET THE poSTING OF WARNING SIGNS ANOKM3RESTRICTING ACCESs THROUGH PMYXCAL
MEANS [SUCH AS pRESsURE SWITCMgSr ppfoTOCELCS, BARpiE~S, GLJARos. ETc.), THESE ~EQuIRE~EN~ AppLT To TEM~RARY AREAS

[SUCI-I AS DURING SETUP AND ALIGNMENT procedures) AND To FINAL oR pER~ANENT AREAS THE VARIANCE HOLOER WILL RETAIN

THE RECORDS OF THESE PROCEDURES ANo THE RE!$uLTS OF ALL TESTS AS REQuIRED BY 21 CFR 100231 A COPY Of TtIE VARIANCE

APPLICATION. THE APPROVAL MITER, CURRENT PROCgQuRgS, AND RECOROS REWTING TO -Cti PARTICULAR SHOW WILL BE WITH
THE OPERATOR OR OTMER RE$PON$I~LE INpItiIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION Br FDA AND OTHER RESPONSl-
SLE AuTHORITIES
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1. hOVANCE WRIITEN NOTIFICATION WILL OC MAOE As EARLY AS po5’51BLE To ~ppRopRIATE ~ APL STATE, AND LOCAL AUTHORITIES

PROWbING SHOW ITINERARY WITH DATES AND LOCATIONS cLEARLl AND COMPLETELY IDENTIFIED. AND A Ensic Description oF
PROR)SED EFFECTS INCLUOING A STATgMENT OF THE hAxIMuM ~wER OUTPUT INTENoED. SUCH NOTIFIc~TIOOJs WILL BE fdADE, BuT
NOT NECESSARILY BE LIMITED, TO;

(IJ THE CENTER FOR DEVICES AIVO RdlIO@GIcAL HEALTH, OFFICE OF COMPLIANCE (H FZS12}. 6757 GEoRGIA AvE.. SILVER SPRING, MO
MJWO, PROVIDING TNE INITIAL AND CLOSING DATEs FoR FIXEP INsTAwTIoNs ANO TII~ ITINERA~T ‘OR MOBILE ‘~ows- IN A~ol-
TION. LJNLESS AU ASPECTS OF EACII snow HAVE BEEN REPOPTED AND T?IE ACCESsloN NUYABERS cLeARLY REFERENCED. EACH

NOTICE WILL INCLUOE OETAILEQ DESCRIPTIONS oF EAcH sHo* AND A LIsTJNG OF AU EFFEcTs To BE pERF~RMER IN sufficient
DmAIL TO CONFIRM COMPLIANCE WITH TnE FIEGuu~OJ’+S ~~n THIS VARIANCE.

(2) THE FEDERAL AVIATION ~DMlNI!5TF4ATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME 0 E., INCLUDING SET-UP,
ALIGNMENT. REnE4RSAfi. PERFORMANCES, ETc.). IF THE FAA 06JEcTs To ANY L@ER EFFEc~. THE ogJEcTIQNs wfLL BE REo
SOLVED ANO ANY CONDITIONS RECWESTED SY FAA WILL BE ADHERED To IF THE5E conditions CAN IUOT BE M=, THE oBJEC-
TIONABLE EFFECTS WILL BE PEL-D FROM TnE SHOW.

p) STATE AND LOCAL RADIATION CONTROL OFFICESIAGENCIES FOR ALL ShOwS TO BE pERFORMED wlT~lN TnE[R Jurisdictions ALL
REQuIREMENTS OF STATE ANO LOCAL uiw vW-l BE SATISFIED AND ANY OBJECTIONS RAIsED By LocAL AuTJ+oRITIEs wlLi. SE RE-
SOLVED OR THE EFFECTS DEKIIEo. (LISTS OF FEOERAL ANO STATE OFFICES ARE AVAIUBLE FROM WE CENTER FOR DEvICES AND
RADIOLOGICAL HEALTH UPON REQuEST.)

1. REMARKS

—————.
CERTIFICATION

I CEi?TIFf mar al] d me aoove inlorrnauon anu slawnenw are rrue. complete, ana arracl 10 me msI of mY hnowmagu arw acknrwleaqe [bar mz
=arlan= applkarmn may Be Crernaa or my variance may De re.okeo II rn,s apphcerwq ,S forma to De Iaree. mmeadwrg, gr incorrec7 m any MWer#aJ -ay
I na?= submmeo and will sumno all wtporrs reqt.tirsq PY 21 CFR 1002.10 ana lMZ.12 on Ino laser cqwipmenr ana snoqq. I rwrner m4erSmm4 Inat 1
ma! 0= t~uIfe4 bY re9uldOn or BY Ihe oirecrw, cenler fOr o.s. ices ana Radiological Healtrl, ro SUppIY SrJCrIOlner mlormar,on as may b.!?rIKe5S~V W
ewahare ana acr wr vus application.

L

SIGNAIVRE 16. NAME fT7paor Print) 17. TITLE

.$Z--L
Shahrod Yari President i

M FDA 31S7 131871


